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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of tioie may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
afler SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 14 July 2004 , 
2a)^ This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for fomnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-3,11,45 and 46 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim{s) 1-3,11,45 and 46 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)[Z\ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing{s) be held in abeyance. See 37 CFR 1.85(a)- 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action orfomn PTO-152. 

Priority under 35 U.S.C. § 119 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) D Notice of References Cited (PTO-892) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) en Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) n Interview Summary (PTO-41 3) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 1-04) 



Office Action Sunnmary 



Part of Paper No./Mall Date 10404 
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DETAILED ACTION 

1. The arnendrnent filed, 7-14-04, is acknowledged. Claim 1,-3, and 1 1 were amended by the 
amendment. Claims 1-3, 11, and 45-46 are pending in this application. 

2. In light of Applicants response, all rejection made in the previous office action are hereby 
withdrawn. New Grounds of Rejections to address the amendments to the claims follow below. 

New Grounds For Rejection 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless — 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on sale in 
this country, more than one year prior to the date of application for patent in the United States. 

3. Claims 1-3, 1 1 and 45-46 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Kuo et al. 

The claims have been amended, again, to recite that the claimed proteins have 13 to 24 
amyloid |31-42 proteins. Dependent claims state that the molecular weight of this isolated 
oligomeric stmcture is between 36 and lOSkDa (see claim 3). The reference discloses oligomeric 
structures that have a molecular weight greater than lOOkDa. Specifically, sample table III of the 
reference discloses numerous samples that have Ap Nl-42, in combination with Ap Nl-40, which 
are soluble and have a molecular weight great than lOOkDa (see page 4080^ table III). The reference 
also discloses water-soluble proteins that have a molecular weight of between lOOkDa and 30kDa. 
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Note that these disclosed molecular weight are well within the range claimed in claim 3 of the instant 

application. Moreover, the reference discloses that the these molecular weight fractions were 

ocatmeric or larger (see page 4080, left column). Since the reference discloses water soluble 

amlyoid |3 N-42 having a polymeric structure, that are octameric or larger, and have a molecular 

weight within the range that is claimed, the reference anticipates the claimed invention. As a final 

note, it is acknowledged that the reference discloses a ratio of A[3 Nl-42 and Ap N-40. This still 

reads on tJie claimed invention since the claims allows for any amyloid oligomeric structure so long 

as A|3 N-42 is present. Further, the reference discloses oligomer which have a much larger ratio of 

A|3 N-42 than Ap N-40, for example sample 5 and 8 disclosed in table III. 

The claims have also been amended to recite that the oligomeric structure exhibits 

neurotoxic activity. The MPEP states,: 

"Where the claimed and prior art products are identical or substantially identical in 
structure or composition, or are produced by identical or substantially identical 
processes, a prima facie case of either anticipation or obviousness has been established. 
In re Best , 562 F.2d 1252, 1255, 195 USPQ 430, 433 (CCPA 1977). "When the PTO 
shows a sound basis for believing that the products of the applicant and the prior art are 
the same, the applicant has the burden of showing that they are not." In re Spada , 911 
F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). Therefore, the prima facie 
case can be rebutted by evidence showing that the prior art products do not necessarily 
possess the characteristics of the claimed product. In re Best . 562 F.2d at 1255, 195 
USPQ at 433." 

Here, a prima facie case of anticipation has been made as indicated above. Thus, the prior art 
composition would necessarily exhibit neurotoxic activity. 



4. The reference of Kuo et al. was previously applied, on 6-21-02, and thus the reference has 
not been cited on Notice of References form. 
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5. Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period^ then the shortened statutory period will expire on 
the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the date of this final action. 



6. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (571)272-0965. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Bruce Campell, can normally 
be reached on (571) 272-0974. The fax phone number of this group is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of this application should be directed 
to the Group receptionist whose telephone number is (703) 308-0196. 





AnRn \Ljupfta 
Patent Examiner 



BRUCE R. CAMPEa, PHO 
SUPERVISORY PATENT EXAMINER 
TECHNOLOGV CENTER 1600 



